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The decling of snthFactor Xa setivity with Nime wies pareliel (o e decay cutve of 1%!

Lovenon has besn shown 16 provent pesteperetive desp vein ihrambasis DVT) following hip replactment surgery.
-rgiiize‘!%!:g;l!%itis
“o¥l treated potients” shelysie.
in 8 dovbie-blind Lovenox 30 my gi2h 3¢ was compered o placebe. Trestment wes inlisted within 12-24
hours post-surgery wit continued for 10- W days post opeiatively.
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Prowimal OVT %) Tre name

*p velys versus piacebo » 0.0002
**p value versus 18».8..- 0.0134

A double blind, mutticenter study compaced thuey dosing regimens of Lovenon. Trestiment was nlisted within two

davs pon)-swegary and was continied for up (o T deys post-operstively,
Trestment Growp
Lovenan

Pove e 'y I,
AW Tensted Patients 6Bt (00%! 200 1 100%) 79 100%)
Trastenepd Fpinnes

Totsl DVT %) 40 [25%) 221N 7 1ux
Promienel VT 1%} 1 (1IN sl : 9 (5%}

* p value versus Lovenox X mg Q0 « 0.0008

**g value verses Lovenoe 10 mg DD » 0.0168

There was no significent diligrence bhetween the 30 mg BID and 40 mg OO0 regimens.

INDICAYION AND USAGE |
. ) intimjeetion-is-indiontod-Sonih Nonatd -t orapash Cout Sotlom-tol

bonbsitigg lpsopiacompnt-suigesy,
CONTRANDICATIONS

AVENO! contratndicated in patiants with major blending, in patients +ith iwombocytopenia -
u.rad hzﬂ_un“:&ﬂo in vino .S.ﬂ. i platelet -ic.nﬂ In the prasence of Lovenou injection, o r.v-_r::-u..ﬂ.
hyparsengitivity 10 Lovenon injaction,

Patiends with knovn byparsentitivity 10 heparin or pork Lroducts should not be trested with enoxsperin.

WARNINGS

Lovenox injection is not intendnd for inttamuscular adi ninisiration.

Lovenox cennot be wsed interchangesbly tunit Tob 1ait) with wnirsctionated haparin or other low moleculer welight

hepiting.
Lovenonr should be vied with extremne caution e patients with history of hepatin . nvdured thrombocylopends.

MHemerthage:
pganig_w-%io%g’g;a;io%!n%;i%!

é. such o8 hatterisl endacerditis, congenitet or scquited digordera, active vicerstion and
angio sstic gesirointestine! disesss, hemovrhagic stroke or sivaclly after brain, spingl or aphthsimologicel
!.33..

9-3!“. can otcur R any sie thiring therapy with enaxapetin. An unerpisined felt in hemistocrit or blood pressws

should 108 spprthior g tn!...r“u..n.

Theombecytapenia:

Moriesnte thrombocyiopenis ipiatelel counts <350.000Amm? and » 30,000immY) orcurred st 8 1ote of shout I% In
ationts given Lovenon, 1% in patients givan haperin, and 0% In patients receiving placabe fn cHnieal trists.

«!2..32.8..1. of sny degree should be monitored closely.

PFRECAUNONS

Ceners! )
Lovenox injection should nol be mired with p.ixer Injections or infusions. Lovenox injection thould bi wied with cive
in patients with 8 bleeding diathesis, uncontrotie:! avlerial hypertensinn or g hivtory of racent gastrnintasting! wicers-
tign snd .mgtggigiggtl«g;&.inf;!i-!
patin, Enousparin be used with corg in these pamisnts

H thigmboembolic avents occur despite snoxeperin proph, wris, |ovenoy shauld be discontinued and sppropriste
therapy initisted. e

Laberstory Yests:

Perirdic complate blood counts, including pletelel. count, and stool occu?? blood lests are recommended during the
crarse of remiment with Lovenor injaction.

Drug Intarsctions: )

Lovenon injection should be used with core in patients receiving orel snticosguiants, sniur plateiel inhibitors.
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Lovenox injection is indicated for the prevention of deep
vein thrombosis, which may lead to puimonary
embolism, following hip replacement surgery.
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ilgiiiigii forwaed muigtion ionh, dnd huwien
!l!llliii!jlﬂﬂﬂlﬁ?tiiiacs?
l#”ilt.% manhrum recelved humen dose in clinicel irials wes 1.5 mphgiiey or £0.4

.i!flo.e!." have been conducied in rals and rabbits ot svbcuisnegus doses of

g | ] mors.

HS!’%!Q%!.O:’&?%?%%:’!*I
clinicat trisls wes Y. é’.ﬁs?!ﬂitfiilgt
HI.MH:.:I‘!! o ond well-conitoliod studies (n pregnant women. Becsuse animl

studise are not siwys prediciive of humen responie, this drug shoult be veed during pregnanty only ¥
Nursing Mesthers:
& Is not known whethee this drug s encreted v human milk. Baceuse many druge are excreied in humen mifk, coy-
slon showkd be anercieed whon enoxapétin i sdministived 10 hursing women.
Padiatrie Use:
Safety and sffectivensss of er.ousparin in childron hos not been eetabiiztied.
ADVERSE REACTIONS
Homorrhage: )
The incidence of hamarrhapic complications during Lovenoe @ injection ireeiment hoe been fow.
The tofiowing retes of major Diseding svents heve been repored during clinicel irlats with Lovensx injection and
Enonsparin Placebe
3-¥a-§ lul_hﬂc.
Ne ne %4 n=5%
m._.r. complication consider kﬁ?’-ﬁiziisigi
e«wuﬂ.!%luliitiistg
Thrembocylopenis:

L . .
Mid loce! writation, pein, Bematoms i1d erytherns may follow subrutaneous injeclion of Laovenss injsction.

Othan: v

Other sdverse elfects thal ware thought 10 be possibly or probrably relsted 10 trestment with Lovenos Injection,

gigiiiiigilo.'!zzgirigs

Excivding Unreloted Advorse Events)

.3.«.'..-8. g Ur2dh

Ns ne S L}
Rdverse Evert Savs Rl L (T o Dl
Faver 1% M 1% »m o% %
Pein <% ™ " ™ o% "M
Hemorthage 1% M <% % ) m
Neysee £1: .9 mn <% ™ % %
Ecchymosle «M by ) <% m % 4
Hypochremic anemis ™ n m ™ % N
Edeoms " m Fys s m om ~
Periphersl edemns ) » % 1)} "™ o%
Conlusion «1% e «i% 1% o% 0%
SYMPYOMS/TREATVENT:
Accidentsl overdossge following sdministration of Lovenes injection may lesd te hamorrhegic complications. This
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enoxaparin
30 mg/0.3

miL

Blister Pack Label
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